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Greetings from Chairperson  Kazuya lwamoto

Let me express the greetings of the season and | would like to express my sincere gratitude to the members for your efforts
and understanding on various activities including the annual congress, committee meetings, MSL accreditation program and
education programs.

The year 2020 will see Tokyo Olympic games and will be considered as an important timing when looking back from the
future. 1964, when the previous Tokyo Olympic games were held, was in the period of Japan’s rapid economic growth after
World War 11, but 2020 and hereafter, | hope that we will make progress with harmony and maturity and increasing ability to
deliver messages/insights to the world. The 20th ICPM (International Conference on Pharmaceutical Medicine) will be held in
March 2020 in Rome with main theme of “Patients Centered Drug Development: Facts and Expectations”. At the end of
October 2020, the 11th JAPhMed annual meeting will be held in Tokyo. Please see detail below.

We will continue these programs and begin new activities in 2020 in order to further promote Pharmaceutical Medicine by
enhancing the knowledge, expertise and skills of pharmaceutical professionals, thus leading to the availability and appropriate
use of medicines for the benefit of patients and society. | would like to ask your understanding and continuous support for

JAPhMed’s activities and I wish for your continued good health and happiness.
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10" Annual Congress of JAPhMed Ichiro Uchida

The 10 of JAPhMeD was held on Sept 20th (Thu) and 21st (Sat), 2019 at Nihon-Bashi Life Science Hub. With the theme
of the Future of Medicine Development /LCM, one-and-a-half-day meeting program were constituted by the program
committee and finished in success. We deeply thank all attendants (member / non member of JAPhMed). Many lectures on the

recent scenes of Medicine development and LCM were given and the useful discussion for the new techniques and modalities



was done during the meeting period. JAPhMed is further coping the innovative contribution on Pharmaceutical Medicine
environments. we together with program committee are preparing the whole program of the annual congress. The graphic
recording on several sessions are uploading on the JAPhMed HP in January. Please visit our web site.
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11" Annual Congress of JAPhMed Hideki Oi

The 11" annual congress of JAPhMeD will be held on Oct 30th (Thu) and 31st (Sat), 2020 at Nihonbashi Life Science
Building. We should promote pharmaceutical medicine based on patient-centered idea, industry-government-academia
cooperation, and the understanding of citizens, in order to provide better medicines for patients as soon as possible. With the
theme of “Promotion of Pharmaceutical Medicine based on Collaboration between Industry, Government, Patients, Citizens,
and Academia—to provide better medicines for patients as soon as possible”, we together with program committee are
preparing the whole program of the congress. The further information on the congress will be uploaded in the home page of
JAPhMeD. We will do our best to make the congress attractive to collect many attendants just as last year.
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Date : Oct 30th (Thu) — 31st (Sat), 2020
Venue : Nihonbashi Life Science Building
Presidents : Hideki Oi (JAPhMeD/ National Center of Neurology and Psychiatry)
Main Theme : Promotion of Pharmaceutical Medicine based on Collaboration between Industry, Government, Patients,
Citizens, and Academia
Web: Upcoming soon
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Medical Safety committee  Shinichi Nishiuma

At last year's annual convention, the members of the MS Committee planned the sessions including “Future
pharmaceutical industry - changes in drug development and post-marketing - depicted by the Society 5.0 ”,* Use of disease
registries in the creation of drug development and post-marketing evidence ”, “Diversification of information and
pharmacovigilance ”, and“ Value Based Medicine and real-world evidence ”. Active discussions were held, and we were able to

have an extremely meaningful opportunity.



In addition, the MS committee continues activities related to real-world evidence and activities aimed at enhancing the
skills to properly perform medical evaluation of safety information.

As activities related to real-world evidence, we held a seminar at a subcommittee on the topic of “Utilization of Real
World Data under the Pharmaceutical Affairs System ” on October 28 last year. We welcomed Dr. Harumasa Nakamura of
National Center of Neurology and Psychiatry and National Research Institute and Dr. Yu-Jing Huang from Eli Lilly and
Company as lecturers. Dr. Nakamura presented his experiences mainly of the trends in Japan and the disease registry involving
him, and Dr. Huang presented mainly of the trends in the US and Europe. After the lecture, active exchange of opinions was
carried out through the panel discussion. In addition, MS committee members are participating as a collaborator of the AMED
Study Group, of which Dr. Harumasa Nakamura is the representative, “Study on the regulatory use of new data sources such as
real world data and the investigation and arrangement of issues for achieving international regulatory harmonization.”
Currently, the committee members are investigating overseas guidance and use-case examples. The next study group meeting is
scheduled on Monday, February 3. Through these activities, we hope to contribute to the promotion of drug development and
proper use of post-marketing drugs through the understanding and creation of real-world evidence by the committee members
as well as the appropriate use of real-world evidence in Japan under the pharmaceutical affairs system.

Regarding the activity to enhance the skills of medical evaluation of safety information, a seminar at the Medical Safety
Committee is scheduled to be held at MSD K.K. (Tokyo) on Wednesday, March 4, 2020. Dr. Yasuo Oshima, Director,
Exploratory Oncology Research & Clinical Trial Center, Public Interest Incorporated Foundation, will be invited to be the
lecturer on “Medical Writing (Continued) - Methods and principles of logical wording based on epidemiological
consideration . Dr. Oshima had previously given a lecture on the “medical writing of accumulated safety data -* describing
comments and evaluations . In the first lecture, we held a lecture on the concepts such as seriousness, predictability, and causal
relation in individual cases, which are indispensable for safety evaluation. The second session focused on the writing of
accumulated safety data obtained from clinical studies of drugs or post-marketing surveys, etc. pertinent to the application
materials for approval and preparation of periodical safety reports, and he gave a lecture on how to write medical and logical
sentences. The importance of adding epidemiological considerations to the safety evaluation is increasing. The MS Committee
of the JAPhMed regularly organizes seminars to improve the skills for understanding pharmaceutical regulations concerning the
safety of drugs and properly performing medical evaluation of safety information. We would like to invite our internal
physicians who understand pharmaceutical regulations and wish to give advice from a medical perspective, and the staff in
charge of safety operations who intend to improve safety assessment skills based on clinical medical knowledge, to participate
in this study, and wish to create an opportunity for us to learn together while exchanging opinions among the participants. We

also plan to take enough time for Q & A. We encourage everyone to attend one of the sessions.
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Medical Affairs committee Koji lwasaki

Medical Affairs committee (MA Com.) holds information exchange meeting monthly meetings. In addition, MA Com.
drives these activities as follows

(1)  Survey for Medical Science Liaison (MSL) on 2019. Results of this survey results will be published by Japanese
Journal of Drug Informatics (JPN. J.DRUG INFOM.)

(2)  Survey for Clinical Trials in Japan on 2019. Results of this survey will be published by Japan Society of Clinical
Trials and Research.

(3) Training Cubiculum for MSL was created in 2019. This training cubiculum for MSL will be published by
Pharmaceutical sciences.

(4) How pharmaceutical companies involve Research in Clinical Trial Act. - RACI Chart - This is now available on our
website: https://japhmed.jp/notice/thesis/raci_chart.html and will be published by Japan Society of Clinical Trials and

Research.

(5) Seminar for the Contract sample for investigator initiated clinical trial - multi-center type - was held on Jul.2019 and
this sample is now available on website by Japan Pharmaceutical Industry Legal Affairs association :
https://www.ihoken.or.jp/htdocs/index.php?page id=103

(6) MA in the Healthcare Industry : This is in preparation for translation publishing.
(7) Holding a seminar hosted by the MA Com. - Around topics related to MA
The deliverables will be published on our website or in academic journals, so we hope you will use them for MA business.
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Education committee Ichiro Uchida

Education committee conducts Certification for Pharmaceutical Medicine Physician, PharmaTrain (Pharmaceutical
Medicine) Educational Course and Specialist in Medicine Development (SMD) pilot program and other educational initiatives.
e Examination of Certification for Pharmaceutical Medicine Physician/Scientist will be held on January 26™ (Sun). The
passed candidates will be listed in the members with Certification for Pharmaceutical Medicine Physician/Scientist in

JAPhMed HP in March.

e PharmaTrain-certified pharmaceutical medicine (PharmaTrain) educational course collaborated with Graduate School of
Pharmaceutical Sciences, Osaka University starts 2-year course in June. The module of 2-year course contains many
workshop-based lectures. Please refer to http://www.phs.osaka-u.ac.jp/prp/ to apply the module-based course. We are

calling many PRP course applicants.
e Our SMD pilot program turned out the first SMD certified person two years ago. We recently have recommended
another person to gPCB. There are now eight candidates for SMD who participate in this program.
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Kansai Committee Hidenori Komori

We held a second seminar of Kansai Committee at Umeda office of SHIONOGI & CO., LTD. on December 11 last year.
We welcomed Mr. Masahiko Hara, a representative director of mediiVR Co., Ltd., as a lecturer. He gave a lecture on “Future
Strategy of Digital Health in Pharmaceutical Companies”, such as the idea, product development, and business development of
rehabilitation equipment applying VR technique. We met with 32 attendants, and an active discussion was held among them.

We deeply thank the lecturer and all attendants.
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IFAPP activities  Secretary, IFAPP Board of Officers Kotone Matsuyama

The Japanese Association of Pharmaceutical Medicine operates as the Japanese branch of the International Federation of
Association of Pharmaceutical Physicians & Pharmaceutical Medicine, IFAPP). IFAPP was founded in 1975 and had
developed mainly in European countries. It constitutes about 30 countries from all over the world nowadays. IFAPP hold the
International Conference in Pharmaceutical Medicine (ICPM) every 2-3 years under cooperation with the IFAPP national
member association. The previous ICPM conference was held in Tokyo in September 2018, and the next ICPM2020 will be
held in Rome, Italy on March 25-26, 2020. At the Rome Congress, presentations and lively discussions on various hot topics
such as MA, MSL, Big Data, Al drug discovery, specialist in medicine’s development, ethics, and educational training are
expected as the latest topics on pharmaceutical medicine. Prior to the ICPM, the first Global Fellow in Medicine's Development
(GFMD) accreditation ceremony, which was launched in 2019 as a diploma for pharmaceutical medicine supported by IFAPP,
will be held the day before. IFAPP is currently directed by Prof. Kyoko Imamura, Graduate School of Pharmaceutical Sciences,
The University of Tokyo, and is expected to have a baton touch on the next executive structure after the implementation of
ICPM. We are preparing poster presentations at ICPM regarding the activities of the JAPhMed. Please come and visit Rome.
(ICPM2020 website: https://www.icpm2020.com)
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Public Relations committee  Hideki Oi

Public Relations committee transmits information toward both outside and inside of JAPhMed, in order to improve
recognition to JAPhMed with deep understanding, and to enlighten the JAPhMed members. We also support various
committees by sending their massages toward various fields of society as well as medical personnel.

The upcoming annual congress is one of the most important activities of JAPhMed, so we conduct public relations

activities in the cooperation with the Organizing Committee of the congress.
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Upcoming Events :

Feb 5(Wed) to 6(Thu), 2020
m 23rd DIA Japan Annual Workshop for Clinical Data Management
Next Generation Data Managers

Let’s enjoy changes and adventures


https://www.diaglobal.org/Tools/Content.aspx?type=eopdf&file=%2fproductfiles%2f8377116%2f20301_cfa%2Epdf
https://convention.jtbcom.co.jp/jsctr2020/
https://www.nihonbashi-lifescience.jp/#access
https://www.diaglobal.org/Tools/Content.aspx?type=eopdf&file=%2fproductfiles%2f8687752%2f20306%2Epdf
https://www.diaglobal.org/Tools/Content.aspx?type=eopdf&file=%2fproductfiles%2f8664507%2f20307%2Epdf
https://www.diaglobal.org/Tools/Content.aspx?type=eopdf&file=%2fproductfiles%2f8714417%2f20311%2Epdf

Venue: Ito International Research Center | Tokyo

https://www.diaglobal.org/Tools/Content.aspx?type=eopdf&file=%2fproductfiles%2f8377116%2f20301 cfa%2Epdf

Feb 14 (Fri) to 15 (Sat), 2020
m Japan Society of Clinical Trials and Research 11th convention in Tokyo

https://convention.jtbcom.co.jp/jsctr2020/  (Only Japanese version available)

Feb 17(Mon), 2020
m 2020 DIA Workshop for JPI
Venue: Nihonbashi Life Science Hub : meeting room 201
(https://www.nihonbashi-lifescience.jp/#access ) (Only Japanese version available)
https://www.diaglobal.org/Tools/Content.aspx?type=eopdf&file=%2fproductfiles%2f8687752%2£20306%2Epdf(Only
Japanese version available)

Mar 4(Wed) to 5(Thu), 2020
m 8" DIA Clinical Operation Monitoring Workshop

Venue: KFC Hall, Ryougoku Tokyo http://www.tokyo-kfc.co.jp/access/
https://www.diaglobal.org/Tools/Content.aspx?type=eopdf&file=%2fproductfiles%2{8664507%2{20307%2Epdf

(Only Japanese version available)

Apr 22(Wed), 2020

m 6" DIA medical device innovation symposium

Venue: Nihonbashi Life Science Hub, Tokyo
https://www.diaglobal.org/Tools/Content.aspx?type=copdf&file=%2fproductfiles%2{8714417%2120311%2Epdf

(Only Japanese version available)
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E-mail : zymukyoku@japhmed.org http://japhmed.jp/
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